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wiped with filter paper, moistened with
water, with the application of mod-
erate finger pressure. Removal of ra-
dioactive material from the source
shall be determined by measuring the
radioactivity on the filter paper after
it has dried or by direct measurement
of the radioactivity on the source fol-
lowing the wet wipe.

(d) Water soak test. The source shall
be immersed in water at room tempera-
ture for a period of 24 consecutive
hours. The source shall then be re-
moved from the water. Removal of ra-
dioactive material from the source
shall be determined by direct measure-
ment of the radioactivity on the source
after it has dried or by measuring the
radioactivity in the residue obtained
by evaporation of the water in which
the source was immersed.

(e) Dry wipe test. On completion of
the preceding test in this section, the
dry wipe test described in paragraph (b)
of this section shall be repeated.

(f) Observations. Removal of more
than 0.005 microcurie of radioactivity
in any test prescribed by this section
shall be cause for rejection of the
source design. Results of prototype
tests submitted to the Commission
shall be given in terms of radioactivity
in microcuries and percent of removal
from the total amount of radioactive
material deposited on the source.

[30 FR 8192, June 26, 1965, as amended at 31
FR 15145, Dec. 2, 1966]

§ 32.103 Schedule D—prototype tests
for ice detection devices containing
strontium-90.

An applicant for a license pursuant
to § 32.61 shall conduct prototype tests
on each of five prototype ice detection
devices as follows:

(a) Temperature-altitude test. The de-
vice shall be placed in a test chamber
as it would be used in service. A tem-
perature-altitude condition schedule
shall be followed as outlined in Step 1
through Step 10 of § 32.101(a).

(b) Vibration tests. The device shall be
subjected to vibration tests as set forth
in § 32.101(b).

(c) Shock test. The device shall be sub-
jected to shock test as set forth in
§ 32.101(d).

(d) Hermetic seal and waterproof test.
On completion of all other tests pre-

scribed by this section, the device shall
be immersed in 30 inches of water for 24
hours and shall show no visible evi-
dence of physical contact between the
water and the strontium-90. Absolute
pressure of the air above the water
shall then be reduced to 1 inch of mer-
cury. Lowered pressure shall be main-
tained for 1 minute or until air bubbles
cease to be given off by the water,
whichever is the longer. Pressure shall
then be increased to normal atmos-
pheric pressure. Any visible evidence of
physical contact between the water
and the strontium-90 shall be consid-
ered leakage.

(e) Observations. After each of the
tests prescribed by this section, each
device shall be examined for evidence
of physical damage and for loss of
strontium-90. Any evidence of leakage
or damage to or failure of any device
which could affect containment of the
strontium-90 shall be cause for rejec-
tion of the design if the damage or fail-
ure is attributable to a design defect.
Loss of strontium-90 from each tested
device shall be measured by wiping
with filter paper an area of at least 100
square centimeters on the outside sur-
face of the device, or by wiping the en-
tire surface area if it is less than 100
square centimeters. The amount of
strontium-90 in the water used in the
hermetic seal and waterproof test pre-
scribed in paragraph (d) of this section
shall also be measured. The detection
on the filter paper of more than 2,200
disintegrations per minute of stron-
tium-90 per 100 square centimeters of
surface wiped or in the water of more
than 0.1 percent of the original amount
of strontium-90 in any device, shall be
cause for rejection of the tested device.

[30 FR 9906, Aug. 10, 1965]

Subpart C—Quality Control
Sampling Procedures

§ 32.110 Acceptance sampling proce-
dures under certain specific li-
censes.

(a) A random sample shall be taken
from each inspection lot of devices li-
censed under §§ 32.14, 32.53, or 32.61 of
this part for which testing is required
pursuant to §§ 32.15, 32.55, or 32.62 in ac-
cordance with the appropriate Sam-
pling Table in this section determined
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by the designated Lot Tolerance Per-
cent Defective. If the number of
defectives in the sample does not ex-
ceed the acceptance number in the ap-
propriate Sampling Table in this sec-
tion, the lot shall be accepted. If the
number of defectives in the sample ex-
ceeds the acceptance number in the ap-
propriate Sampling Table in this sec-
tion, the entire inspection lot shall be
rejected.

(b) Single sampling tables for Lot
Tolerance Percent Defective:

(1) Lot Tolerance Percent Defective
0.5 percent:

Lot size Sample
size

Accept-
ance No.

1 to 180 ......................................... All 0
181 to 210 ..................................... 180 0
211 to 250 ..................................... 210 0
251 to 300 ..................................... 240 0
301 to 400 ..................................... 275 0
401 to 500 ..................................... 300 0
501 to 600 ..................................... 320 0
601 to 800 ..................................... 350 0
801 to 1,000 .................................. 365 0
1,001 to 2,000 ............................... 410 0
2,001 to 3,000 ............................... 430 0
3,001 to 4,000 ............................... 440 0
4,001 to 5,000 ............................... 445 0
5,001 to 7,000 ............................... 450 0
7,001 to 10,000 ............................. 455 0
10,001 to 20,000 ........................... 460 0
20,001 to 50,000 ........................... 775 1
50,001 to 100,000 ......................... 780 1

(2) Lot Tolerance Percent Defective
1.0 percent:

Lot size Sample
size

Accept-
ance No.

1 to 120 ......................................... All 0
121 to 150 ..................................... 120 0
151 to 200 ..................................... 140 0
201 to 300 ..................................... 165 0
301 to 400 ..................................... 175 0
401 to 500 ..................................... 180 0
501 to 600 ..................................... 190 0
601 to 800 ..................................... 200 0
801 to 1,000 .................................. 205 0
1,001 to 3,000 ............................... 220 0
3,001 to 5,000 ............................... 225 0
5,001 to 10,000 ............................. 230 0
10,001 to 100,000 ......................... 390 1

(3) Lot Tolerance Percent Defective
2.0 percent:

Lot size Sample
size

Accept-
ance No.

1 to 75 ........................................... All 0
76 to 100 ....................................... 70 0
101 to 200 ..................................... 85 0
201 to 300 ..................................... 95 0
301 to 400 ..................................... 100 0
401 to 600 ..................................... 105 0
601 to 800 ..................................... 110 0

Lot size Sample
size

Accept-
ance No.

801 to 4,000 .................................. 115 0
4,001 to 10,000 ............................. 195 1
10,001 to 100,000 ......................... 200 1

(4) Lot Tolerance Percent Defective
3.0 percent:

Lot size Sample
size

Accept-
ance No.

1 to 40 ........................................... All 0
41 to 55 ......................................... 40 0
56 to 100 ....................................... 55 0
101 to 200 ..................................... 65 0
201 to 500 ..................................... 70 0
501 to 3,000 .................................. 75 0
3,001 to 100,000 ........................... 130 1

(5) Lot Tolerance Percent Defective
4.0 percent:

Lot size Sample
size

Accept-
ance No.

1 to 35 ........................................... All 0
36 to 50 ......................................... 34 0
51 to 100 ....................................... 44 0
101 to 200 ..................................... 50 0
201 to 2,000 .................................. 55 0
2,001 to 100,000 ........................... 95 1

(6) Lot Tolerance Percent Defective
5.0 percent:

Lot size Sample
size

Accept-
ance No.

1 to 30 ........................................... All 0
31 to 50 ......................................... 30 0
51 to 100 ....................................... 37 0
101 to 200 ..................................... 40 0
201 to 300 ..................................... 43 0
301 to 400 ..................................... 44 0
401 to 2,000 .................................. 45 0
2,001 to 100,000 ........................... 75 1

(7) Lot Tolerance Percent Defective
7.0 percent:

Lot size Sample
size

Accept-
ance No.

1 to 25 ........................................... All 0
26 to 50 ......................................... 24 0
51 to 100 ....................................... 28 0
101 to 200 ..................................... 30 0
201 to 300 ..................................... 31 0
301 to 800 ..................................... 32 0
801 to 1,000 .................................. 33 0
1,001 to 100,000 ........................... 55 1

(8) Lot Tolerance Percent Defective
10.0 percent:

Lot size Sample
size

Accept-
ance No.

1 to 20 ........................................... All 0
21 to 50 ......................................... 17 0
51 to 100 ....................................... 20 0
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Lot size Sample
size

Accept-
ance No.

101 to 200 ..................................... 22 0
201 to 800 ..................................... 23 0
801 to 100,000 .............................. 39 1

[39 FR 22130, June 20, 1974]

Subpart D—Specifically Licensed
Items

§ 32.210 Registration of product infor-
mation.

(a) Any manufacturer or initial dis-
tributor of a sealed source or device
containing a sealed source whose prod-
uct is intended for use under a specific
license may submit a request to NRC
for evaluation of radiation safety infor-
mation about its product and for its
registration.

(b) The request for review must be
made in duplicate and sent to the U.S.
Nuclear Regulatory Commission; Divi-
sion of Industrial and Medical Nuclear
Safety; Medical, Academic, and Com-
mercial Use Safety Branch; Wash-
ington, DC 20555.

(c) The request for review of a sealed
source or a device must include suffi-
cient information about the design,
manufacture, prototype testing, qual-
ity control program, labeling, proposed
uses and leak testing and, for a device,
the request must also include sufficient
information about installation, service
and maintenance, operating and safety
instructions, and its potential hazards,
to provide reasonable assurance that
the radiation safety properties of the
source or device are adequate to pro-
tect health and minimize danger to life
and property.

(d) The NRC normally evaluates a
sealed source or a device using radi-
ation safety criteria in accepted indus-
try standards. If these standards and
criteria do not readily apply to a par-
ticular case, the NRC formulates rea-
sonable standards and criteria with the
help of the manufacturer or dis-
tributor. The NRC shall use criteria
and standards sufficient to ensure that
the radiation safety properties of the
device or sealed source are adequate to
protect health and minimize danger to
life and property.

(e) After completion of the evalua-
tion, the Commission issues a certifi-

cate of registration to the person mak-
ing the request. The certificate of reg-
istration acknowledges the availability
of the submitted information for inclu-
sion in an application for a specific li-
cense proposing use of the product.

(f) The person submitting the request
for evaluation and registration of safe-
ty information about the product shall
manufacture and distribute the prod-
uct in accordance with—

(1) The statements and representa-
tions, including quality control pro-
gram, contained in the request; and

(2) The provisions of the registration
certificate.

[52 FR 27786, July 24, 1987, as amended at 60
FR 24551, May 9, 1995]

Subpart E—Violations
§ 32.301 Violations.

(a) The Commission may obtain an
injunction or other court order to pre-
vent a violation of the provisions of—

(1) The Atomic Energy Act of 1954, as
amended;

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or

(3) A regulation or order issued pur-
suant to those Acts.

(b) The Commission may obtain a
court order for the payment of a civil
penalty imposed under section 234 of
the Atomic Energy Act:

(1) For violations of—
(i) Sections 53, 57, 62, 63, 81, 82, 101,

103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended;

(ii) Section 206 of the Energy Reorga-
nization Act;

(iii) Any rule, regulation, or order
issued pursuant to the sections speci-
fied in paragraph (b)(1)(i) of this sec-
tion;

(iv) Any term, condition, or limita-
tion of any license issued under the
sections specified in paragraph (b)(1)(i)
of this section.

(2) For any violation for which a li-
cense may be revoked under section 186
of the Atomic Energy Act of 1954, as
amended.

[57 FR 55073, Nov. 24, 1992]

§ 32.303 Criminal penalties.
(a) Section 223 of the Atomic Energy

Act of 1954, as amended, provides for
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